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40 CFR Ch. I (7–1–00 Edition)§ 720.22

Subpart B—Applicability
§ 720.22 Persons who must report.

(a)(1) Any person who intends to
manufacture a new chemical substance
in the United States for commercial
purposes must submit a notice unless
the substance is excluded under § 720.30.

(2) If a person contracts with a manu-
facturer to manufacture or produce a
new chemical substance, and (i) the
manufacturer manufactures or pro-
duces the substance exclusively for
that person, and (ii) that person speci-
fies the identity of the substance, and
controls the total amount produced
and the basic technology for the plant
process, that person must submit the
notice. If it is unclear who must report,
EPA should be contacted to determine
who must submit the notice.

(3) Only manufacturers that are in-
corporated, licensed, or doing business
in the United States may submit a no-
tice.

(b)(1) Any person who intends to im-
port a new chemical substance into the
United States for commercial purposes
must submit a notice, unless the sub-
stance is excluded under § 720.30 or un-
less the substance is imported as part
of an article.

(2) When several persons are involved
in an import transaction, the notice
must be submitted by the principal im-
porter. If no one person fits the prin-
cipal importer definition in a par-
ticular transaction, the importer
should contact EPA to determine who
must submit the notice for that trans-
action.

§ 720.25 Determining whether a chem-
ical substance is on the Inventory.

(a) A new chemical substance is any
chemical substance that is not cur-
rently listed on the Inventory.

(b)(1) A chemical substance is listed
in the public portion of the Inventory
by a specific chemical name (either a
Chemical Abstracts (CA) Index Name
or a CA Preferred Name) and a Chem-
ical Abstracts Service (CAS) Registry
Number if its identity is not confiden-
tial. If its identity is confidential, it is
listed in the public portion of the In-
ventory by a TSCA Accession Number
and a generic chemical name that
masks the specific substance identity.

The confidential substance is listed by
its specific chemical name only in the
confidential portion of the Inventory,
which is not available to the public. A
person who intends to manufacture or
import a chemical substance not listed
by specific chemical name in the public
portion of the Inventory may ask EPA
whether the substance is included in
the confidential Inventory. EPA will
answer such an inquiry only if EPA de-
termines that the person has a bona
fide intent to manufacture or import
the chemical substance for commercial
purposes.

(2) To establish a bona fide intent to
manufacture or import a chemical sub-
stance, the person who proposes to
manufacture or import the substance
must submit to EPA:

(i) Except as provided in paragraphs
(b)(3) (i) and (ii) of this section, the
specific chemical identity of the sub-
stance that the person intends to man-
ufacture or import, using the cur-
rently, correct CA name for the sub-
stance and the other correct chemical
identity information in accordance
with §§ 720.45(a) (1), (2), and (3).

(ii) A signed statement that the per-
son intends to manufacture or import
that chemical substance for commer-
cial purposes.

(iii)(A) A brief description of the re-
search and development activities con-
ducted to date related to the sub-
stance, including the year in which the
person first started to conduct research
or development activity on the sub-
stance, and the general types of re-
search and development activities con-
ducted thus far (e.g., synthesis, sub-
stance isolation/purification, formu-
lating, product development, process
development, end-use application, tox-
icity testing, etc.). The person must
also indicate whether any pilot plant
or production-scale plant evaluations
have been conducted involving the
manufacture or processing of the sub-
stance.

(B) If an importer is unable to pro-
vide the information requested in para-
graph (b)(2)(iii)(A) of this section from
the foreign manufacturer or supplier,
the following information shall be sub-
mitted:
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